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Power calculations were conducted and suggested that the sample size chosen in the study had a statistical power of 0.83 to detect a statistically significant difference of 15% (8.9 points) between the groups in the main outcome measure (SF-36 physical functioning scale). The method of sample selection was not reported. The authors stated that, of an initial group of 1,304 subjects screened, 801 were eligible, but 238 were not allocated to the study groups with refusal to participate (n=200) being the main reason. Thus the final sample comprised 363 cases (60%): 180 (mean age: 75.8 years; 83.3% women) were allocated to the treatment group and 183 (mean age: 75.9 years; 80.3% women) received usual care.
Study design
This was a prospective, blind, single-centre, randomised, controlled trial. The unit of randomisation was the individual patient, except for married couples who were randomised in pairs if both were eligible and agreed to participate. Randomisation was performed in blocks of 8 and was stratified on the basis of the type of health care insurance coverage and 'couple status'. Randomisation was obtained from a computer-generated random group assignment using a set seed. Participants were aware of their assignment group but the clinical team was unaware of baseline and outcome measures, while research members were unaware of group assignment and outcome measures. The length of follow-up was 15 months (64 weeks) and, at the end of the study period, there were 177 persons in the treatment group and 176 in the control group. A number of patients in both groups were lost to follow-up because of refusal to participate, death, or incomplete data.
Analysis of effectiveness
The analysis of effectiveness was based on treatment completers only although the authors stated that the basis for the main analysis was intention to treat. Among the health outcomes estimated in the primary study, only the health measure relevant to the present economic evaluation will be reported: improvement in physical functioning, estimated using the 10-item physical functioning scale from the RAND 36 item short form (SF-36). At baseline, study groups were comparable with respect to sociodemographic characteristics but the control group had higher scores in the SF-36 scale, while a higher percentage of patients in the treatment group had any restricted activity days.
Effectiveness results
At baseline, the average SF-36 score was 52.4 in the treatment group and 62.5 in the control group. After 15 months, the corresponding values were 52.7 and 58.5. Therefore, the difference in change score was 4.69 (range: 0.63 -8.75; p=0.021), favouring the treatment group.
Clinical conclusions
The effectiveness analysis showed that the study intervention reduced the decline in the physical functioning scale by 4.69 units in comparison with usual care. It is worth noting that, in the primary study, there was no statistically significant difference in most of the remaining outcome measures used in the analysis and, when differences were reported, they all favoured the treatment group. There were no deaths in the treatment group while 5 patients died in the control group, (p=0.061).
Measure of benefits used in the economic analysis
The summary benefit measure used in the economic analysis was quality-adjusted life-years (QALYs), which were calculated by converting the SF-36 score into health utility values (measured through the Quality of Well-Being (QWB) scale using the relationship found in the Beaver Dam study (see "Other Publications of Related Interest" below)). The health gains observed in the first 15 months (trial frame) were assumed to continue over a period of 5 years. No discounting was applied to future benefits.
Direct costs
Discounting was relevant due to the long time horizon of the study but it was not conducted in the base case. Unit costs were analysed separately from quantities of resources used. The categories of costs included in the analysis were
